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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
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The specification is objected to for the following 
informalities: 

The following guidelines illustrate the preferred layout 
for the specification of a utility application. These 
guidelines are suggested for the applicant's use. 

Arrangement of the Specification 

As provided in 37 CFR 1.77(b), the specification of a 
utility application should include the following sections in 
order. Each of the lettered items should appear in upper case, 
without underlining or bold type, as a section heading. If no 
text follows the section heading, the phrase "Not Applicable" 
should follow the section heading: 

(a) TITLE OF THE INVENTION. 

(b) CROSS-REFERENCE TO RELATED APPLICATIONS. 

(c) STATEMENT REGARDING FEDERALLY SPONSORED RESEARCH OR 

DEVELOPMENT. 

(d) INCORPORATION -BY -REFERENCE OF MATERIAL SUBMITTED ON A 

COMPACT DISC (See 37 CFR 1.52(e)(5) and MPEP 608.05. 
Computer program listings (37 CFR 1.96(c)), "Sequence 
Listings'' (37 CFR 1.821(c)), and tables having more 
than 50 pages of text are permitted to be submitted on 
compact discs.) or 

REFERENCE TO A "MICROFICHE APPENDIX" (See MPEP- § 
608.05(a). "Microfiche Appendices" were accepted by 
the Office until March 1, 2001.) 

(e) BACKGROUND OF THE INVENTION. 

(1) Field of the Invention. 

(2) Description of Related Art including information 
disclosed under 37 CFR 1.97 and 1.98. 

(f) BRIEF SUMMARY OF THE INVENTION. 

(g) BRIEF DESCRIPTION OF THE SEVERAL VIEWS OF THE 

DRAWING (S) . 

(h) DETAILED DESCRIPTION OF THE INVENTION. 

(i) CLAIM OR CLAIMS (commencing on a separate sheet) . 

(j) ABSTRACT OF THE DISCLOSURE (commencing on a separate 
sheet) . 

(k) SEQUENCE LISTING (See MPEP § 2424 and 37 CFR 1.821- 

1.825. A "Sequence Listing" is required on paper, if 
the application discloses a nucleotide or amino acid 
sequence as defined in 37 CFR 1.821(a) and if the 
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required "Sequence Listing" is not submitted as an 
electronic document on compact disc) . 



Appropriate correction is required. Applicant is cautioned 
against inserting new matter while amending the specification. 

The title of the invention is not descriptive. A new title 
is required that is clearly indicative of the invention to which 
the claims are directed. 

The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the 
applicant regards as his invention. 

Claims 1-6 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 is indefinite because it ends with the phrase 
"another virus-inhibiting compound" . The word "another" conveys 
that there is a first compound, however, no other virus - 
inhibiting compounds are set forth as such. 

The use of the phrase "such as" renders the claims 
indefinite because it is unclear whether the limitations 
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following the phrase are part of the claimed invention. See 
MPEP § 2173.05(d). This same reasoning also applies to the term 
* in particular" . 

In claim 2, it is unclear whether phrase "the group of" is 
supposed to indicate a Markush-type claim or not. If it is, the 
conventional terminology is: "selected from the group consisting 
of". It is not clear how the term "the group" relates to, or is 
different from, "the family of". 

The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, 
and of the manner and process of making and using it, in such full, 
clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

" [T]o be enabling, the specification of a patent must teach 
those skilled in the art how to make and use the full scope of 
the claimed invention without 'undue experimentation.'" Genentech 
Inc. v. Novo Nordisk 108 F.3d 1361, 1365, 42 USPQ2d 1001, 1004 



Application/Control Number: 10/049,579 
Art Unit: 1648 



Page 5 



(Fed. Cir. 1997); In re Wright 999 F.2d 1557, 1561, 27 USPQ2d 

1510, 1513 (Fed. Cir. 1993) ; See also Amgen Inc. v. Chugai 

Pharm. Co., 927 F.2d 1200, 1212, 18 USPQ2d 1016, 1026 (Fed. Cir. 

1991); In re Fisher 42? F.2d 833, 839, 166 USPQ 18, 24 (CCPA 

1970). Further, in In re Wands 858 F.2d 731, 737, 8 USPQ2d 

1400, 1404 (Fed. Cir. 1988) the court stated: 

Factors to be considered in determining whether a 
disclosure would require undue experimentation have 
been summarized by the board in Ex parte Forman [23 0 
USPQ 546, 547 (BdPatAppInt 1986)]. They include (1) 
the quantity of experimentation necessary, (2) the 
amount of direction or guidance presented, (3) the 
presence or absence of working examples, (4) the 
nature of the invention, (5) the state of the prior 
art, (6) the relative skill of those in the art, (7) 
the predictability or unpredictability of the art, and 
(8) the breadth of the claims. 



A conclusion of lack of enablement means that, based on the 
evidence regarding each of the above factors, the specification, 
at the time the application was filed, would not have taught one 
skilled in the art how to make and/or use the full scope of the 
claimed invention without undue experimentation. In re Wright, 
999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993). 



The language of the claims is broad and not strictly 
limited to in vitro treatments and encompasses treating infected 
patients and as such does not have support in the specification. 
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There is insufficient direction or guidance presented to 
reasonably predict that the claimed compositions of the instant 
specification would treat HIV infection in vivo. The nature of 
the claimed invention is HIV treatments. This is merely an 
unsubstantiated assertion with no evidence to support the 
contention that the in vitro studies of the specification are 
indicative of in vivo activity. Applicant has working examples 
which show only cell culture data, not treating infected 
patients or shown an art recognized correlation between the data 
shown and the scope of the claimed invention. The state of the 
art is such that the artisan, though highly skilled, would 
recognize and appreciate that there is no known correlation 
between in vitro and in vivo results because the artisan recog- 
nizes that an in vitro assay cannot duplicate the complex condi- 
tions of in vivo therapy. In the in vitro assay, the agent is 
in contact with cells during the entire exposure period. This 
is not the case in vivo where exposure to the target site may be 
delayed or inadequate. In addition, variables such as 

biological stability, half-life, or clearance from the blood are 
important parameters in achieving successful therapy. The 
composition may be inactivated in vivo before producing a 
sufficient effect, for example, by proteolytic degradation or 
immunological activation. In addition, the composition may not 
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reach the target cells because of its inability to penetrate 
tissues or cells where its activity is to be exerted, may be 
absorbed by fluids, cells, and tissues where the composition has 
no effect and/or a large enough local concentration may not be 
established. There are no specific teachings in the disclosure 
that would allow one to have a reasonable expectation of success 
in transferring the in vitro method to treat infected patients 
without an undue amount of experimentation. One is only left 
with speculation and an invitation to experiment with minimal 
guidance given the unpredictability of the art as summarized 
above. Therefore, the claimed invention, based on the evidence 
as a whole, in light of the factors articulated by the court in 
In re Wands, lacks an enabling disclosure. 

The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. § 102 that form the basis for the rejections under 
this section made in this Office Action: 

A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in 
this or a foreign country or in public use or on sale in this country, 
more than one year prior to the date of application for patent in the 
United States. 

Claims 1 and 2 are rejected under 35 U.S.C. § 102(b) as 
being anticipated by Tabor et al . (WO 92/16200) . 
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The claimed invention is directed to a composition 
comprising an iron chelator and a virus inhibiting compound. 
The chelator is further limited to the group of hydroxamates 
such a deferoxamine. 

Tabor et al . teaches the use of hydroxamate derivatives 
such as deferoxamine for treating HIV infection. See the title 
and abstract as well as throughout the specification. At page 
5, lines 23-24, the reference teaches that the chelator can be 
in combination with other antiviral agents. Thus, the instant 
invention is anticipated by Tabor et al . 

Claims 1, 2, 5, and 6 are rejected under 35 U.S.C. § 102(b) 
as being anticipated by Malley et al . (PNAS, 1994) . 

The claimed invention is directed to a composition 
comprising an iron chelator and a virus inhibiting compound 
wherein the chelator is a hydroxamate. The claimed invention is 
further limited to the virus inhibiting compound being 
dideoxyinosine . 

Malley et al . teach the use of hydroxamate derivatives in 
conjunction with dideoxyinosine to synergistically treat HIV 
infection. See the abstract and the throughout the text. Thus, 
the instant invention is anticipated by Malley et al . 
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The following is a quotation of 35 U.S.C. § 103(a) which 
forms the basis for all obviousness rejections set forth in this . 
Office action: 

A patent may not be obtained though the invention is not 
identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such 
that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter 
pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In 
considering patentability of the claims under 35 U.S.C. § 103, 
the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered 
therein were made absent any evidence to the contrary. Applicant 
is advised of the obligation under 37 C.F.R. § 1.56 to point out 
the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order 
for the examiner to consider the applicability of potential 35 
U.S.C. § 102(f) or (g) prior art under 35 U.S.C. § 103(a). 

Claims 1-4 are rejected under 35 U.S.C. § 103(a) as obvious 
over Malley et al . (PNAS, 1994) in view of Sham et al . (WO 
97/21683) . 

The claimed invention is directed to a composition 
comprising an iron chelator and a virus inhibiting compound 
wherein the chelator is a hydroxamate. The claimed invention is 
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further limited to the virus inhibiting compound being 
ritonavir. 

The relevance of Malley et al . is set forth above. This 
paper does not specifically mention ritonavir. 

Sham et al . teach that ritonavir is approved f or treating 
HIV infection. See the bottom of page 2, as well as throughout 
the reference. The disclosure also teaches that protease 
inhibitors should be given in combination with other ant i -viral 
compounds. See page 5. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to 
incorporate a known efficacious compound in the claimed 
composition. One would have been motivated to do this because 
both references teach that multivalent treatments are more 
effective and it would be obvious to combine known compounds 
with the expectation of inhibiting HIV. Thus, the instant 
invention is obvious over Malley et al . in view of Sham et al . 

No claims are allowed. 

The following references are cited as being of interest in 
the instant application: 
WO 99/39706 and 6,242,492. 
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Papers related this application may be submitted to Group 
1600 by facsimile transmission. Papers should be faxed to Group 
1600 via the PTO Fax Center. The faxing of such papers must 
conform with the' notice published in the Official Gazette, 1096 
OG (November 15, 1989) . 

The Group 1600 Official Fax number is: (703) 872-9306. 

Any inquiry of a general nature or relating to the status 
of this application or proceeding should be directed to the Tech 
Center representative whose telephone number is (571) -272 -1600 . 

Information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 



Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Jeffrey 
Stucker whose telephone number is (571) -272-0911 . The examiner 
can normally be reached Monday to Thursday from 7:00am-3:30. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, James Housel, can be 
reached on (571) -272-0902 . 




JEFFREY STUCKER 
PRIMARY EXAMINER 



